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Outcome USG(n=159) CONV(n=160) P-value

Primary outcome 1(0.6%) 3(1.9%) 0.62
Haematoma with haemoglobin drop 0(0%) 2(1.3%) 0.50
Arteriovenous fistula 1(0.6%) 1(0.6%) 1.000

Secondary outcomes

Intra-procedural outcomes

288[191-3701 | 369[257-584] | <0.001

Puncture time (s)

First-pass success n8(74%) 32(20%) | <0.001
Extra puncture attempts (per patient) 0.5£1.9 21£19 <0.001
Inadvertent arterial puncture (per patient) | 0.07+0.38 0.25+0.51 | <0.001
Use of X-ray 4(3%) 17(11%) <0.01
Unsuccessful cannulation 1(0.6%) 22(14%) <0.001
Cross-over 0(0%) 14(9%) <0.001
Hand-over the procedure 1(0.6%) 1(7%) <0.01
Prolonged compression 19(12%) 23(14%) 0.52
Pain scale>3 3(2%) 9(6%) 0.08

Values are presented as n (%), mean & standard deviation or median[interquatile range].
USG, ultrasound-guided; CONV, conventional.
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g?wsaerlaizferistics NGO:c_uL:)S GH)?JP Total P-value
Number of Procedures 360 360 720 1
A-V fistulas 3(0.8) 0 3(0.4) 0.08
Pseudoaneurysms 2(0.6) | 2(0.6) 4(0.6) 1
Hematoma/bleeding 14(3.8) 2(0.6) | 16(2.6) 0.002
Minor bleeding (BARC1) 10(2.8) 2(0.6) | 12(016) | 0.02
Major bleeding(BARC2+) 400 0 4(0.05) | 0.04
All complications 19(5.3) 401 23(3.2) 0.002
Major complications 9(2.5) 2(0.6) 101.5) 0.03

A-V=arterio-venous; BARC=Bleeding Academic Research Consortium; US=ultrasound.
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Propensity score-matched data

Complications Vascular Manual

closure device compressi)on P-value
n= n=281

Vascular complication
Access-site haematoma 0(0.0) 7(2.5) 0.015
Post-Watchman: 1
Post-catheter ablation: 6
Minor bleeding 2(0.7) 2(0.7) 1.00
Post-Watchman: 1| Post-catheter ablation: 2
Post-catheter
ablation: 1
Haemostasis time (min) 6.212.1 13.9+£3.8 <0.001
Prolonged bed rest 0(0.0) 501.8) 0.02
Post-ambulatory complications 0(0.0) 0(0.0) 1.00
Patients managed with pain 0(0.0) 621 0.03
medication for puncture site pain
Patients managed with pain 39(13.8) 145(51.6) <0.001
medication for back pain
Urinary complications
Urinary tract infection 0(0.0) 12(4.3) <0.001
Gross haematuria 0(0.0) 8(2.9) 0.007
Urinary retention 0(0.0) 621 0.03
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Satisfaction Measure

Closure Device Manual Compression
4)

n=100 n=

n MeanRating n Mean Rating P-value'

Level 1: all patients

Duration, current episode 100(8.3£2.4 (102 | 5.1%£3.4 |<0.0001
Discomfort, current episode 100 7.2£3.1 [102| 5.3%3.1 |{<0.0001
Pain, current episode 100|7.5%£3.21102|6.0£3.4| 0.001

Level 2: patients randomized to VVCS

Duration, if 2-3 h longer 982631 | — | — —
Discomfort, if 2-3 h longer 9827429 — | — —
Pain, if 2-3 h longer 983234 — | — —

Level 2: patients randomized to MC

Duration, if 2-3 h shorter — — 102| 9.1%1.7 —
Discomfort, if 2-3 h shorter — — 101|8.4%+2.2 —
Pain, if 2-3 h shorter — — 100|8.2+2.5 —

Level 3: patients with a previous cardiac ablation procedure

Duration, compared with previous experience| 30|7.9%£23| 39|5.6£3.0| 0.001

Discomfort, compared with previous experience | 30| 7.5£2.1 | 39 |5.44+2.8 | 0.001

Pain, compared with previous experience | 30| 7.7£2.8| 38|5.5£2.9 | 0.002

Values are mean £ SD. *Patient-reported satisfaction ratings were scored on a scale of O(most
unfavorable) to 10(most favorable). "N indicates the number of patients in each study population
and "n" indicates the number of patient responses to each question. 'Two-sided t-test.

MC=manual compression; Wgsz(:ardwa VASCADE MVP venous vascular closure system
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Cryo Ablation: 897Ef
Eim : 167E61 (18.0%)
Major bleeding:2
Minor bleeding:14
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Major bleeding complications

Pseudo-aneurysm formation 2 0 2

Minor bleeding complications
Re-bleeding or hematoma 29 15 14

acquired additional compression

Timing of minor bleeding complications

Just after removing the compression bandage 13 7 6

=1h after ambulation 8 2 6

>1 h after ambulation 8 6 2

Total 31 15 16
Tt AR Ny L2282 D% TR URMICH .
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4 KEY STEPS TO SUTURE DEPLOYMENT
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